
Comments and response to comments on Annex XV SVHC: Proposal and Justification 

Disclaimer 
The Response to Comments table has been prepared by the competent authority of the Member State preparing the proposal for identification of a Substance of Very High Concern. The comments were received during the public consultation of the Annex XV dossier. The table has been used as a meeting document of the Member State Committee. The table does not contain any confidential information provided. Furthermore it has not been revised taking into account the discussions and conclusions of the Member State Committee.

Substance name: Alkanes, C10-13, chloro (Short Chain Chlorinated Paraffins) 
CAS number 294-62-2
EC number: 287-476-5
Reason of the submission of the Annex XV dossier: It is proposed to identify the substance as a PBT in accordance with Article 57 (d).

General comments

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/04
	Helmut Vogler 
	Company: Siemens AG, Germany
	The Agency asks for "scientific comments" whereas Article 59 (4) states "The Agency shall publish on its website a notice that an Annex XV dossier has been prepared for a substance. The Agency shall invite all interested parties to submit comments within a specified deadline to the Agency."
Although REACH does not fix a time interval for comments by interested parties should not this interval be as long as that for the Member States in Article 59 (5), i.e. 60 days, or are the interested parties treated differently by purpose?
	Although the legal text concedes a 60 day commenting period to the Member States (MS), an agreement has been made between the MS Competent Authorities and ECHA to provide comments within 45 days after circulation of the Annex XV dossier in order to allow the authority which submitted the dossier more time for consideration of comments before the updated dossier must be referred to the Member State Committee. Hence, MS and Interested parties are treated the same.

	2008/08/04
	Ellen Sweeney
	Individual, Canada
	support the nomination of Alkanes, C10-13, chloro (Short Chain Chlorinated Paraffins) to the Candidate List, and believe it is important, given its properties, for it to be as strictly controlled as possible.
	-

	2008/08/19
	
	National committee for chemical safety (National authority Czech republic)
	I agree with the conclusion that SCCP are PBT substance and supports its inclusion in the candidate list according to article 57(d).
	-

	2008/08/19
	MSCA (NL)
	RIVM
	In the summary very briefly the key-parameters or study results on PBT/vPvB properties are discussed. In addition, we would like to suggest making reference to the framework in which this conclusion is derived (TC-NES PBT working group) and the date or meeting at which this decision became final. 

We agree with the proposal to identify alkanes, C10-13, chloro as a substance of very high concern, based on the decision of the TC-NES PBT working group. 

According to the guidance for the preparation of Annex XV SVHC dossiers it is indicated that information on exposure can be of use for priority setting for inclusion of the substance in Annex XIV. The NL-CA considers the information in section 1 of the second part of the Annex XV dossier as the most appropriate way to include an overview of the exposure data for the relevant protection targets as identified in the RAR, presented in a transparent and orderly manner and considers this as a good example for other Annex XV dossiers.
p. 4 Registration number(s) of the substance or of substances containing the substance

Since the substance (Alkane, C10-13, chloro) is a mixture with varying composition, it seems important to have a list of (commercial) products that are made up of or contain the substance. It will be difficult to make this list complete, but because of the non-defined composition of the substance, there will be confusion on whether or not a specific product on the market should be regarded as the substance, or contains this substance. 

As stated in section 1: Information on exposure, marketing and use restrictions are already in place for two applications of SCCP’s (metal working and use for fat liquoring of leather), thus SCCP’s will be included in Annex XVII from 1 July 2009 onwards.  For other applications Annex XIV inclusion seems a suitable option.
	We have already included this information under ‘Other Information’.
We have listed the CAS numbers which might contain short-chain chlorinated paraffins in Table 1. We do not have information on commercial products and see it as the duty of Industry to determine whether their products contain short-chain chlorinated paraffins. 



	2008/08/19
	Reineke, N.
	WWF (NGO)
	WWF agrees with the evaluation and supports inclusion in the candidate list.
	-

	2008/08/19
	MSCA (Germany)
	Federal Institute for Occupational Safety and Health


	The Annex XV Dossier outlines the major findings of the TC NES sub-group on PBT/vPvB Substances and clearly demonstrates that Short Chain Chlorinated Paraffins must be regarded as a PBT substance according to the Annex XIII criteria. We fully support the findings as well as the conclusion and think that the substance should be regarded as a SVHC without any further discussion.
	-

	2008/08/19
	De Leon, Fe
	Canadian Environmental Law Association
	The Canadian Environmental Law Association (CELA) (www.cela.ca) is a Canadian based non-profit, public interest organization, established in 1970 to use existing laws to protect the environment and to advocate environmental law reforms.  It is also a free legal advisory clinic for the public, and will act at hearings and in courts on behalf of citizens or citizens’ groups who are otherwise unable to afford legal assistance.  CELA is funded by Legal Aid Ontario (LAO).  It is one of 80 community legal clinics located across Ontario, 18 of which offer services in specialized areas of the law.  CELA also undertakes educational and law and policy reform projects that are funded by LAO as well as government and private foundations. CELA’s public policy reform programs focus on four issue areas:  pollution and health, water sustainability, land use planning and access to justice.  

CELA has a long, rich history advocating for effective chemicals management policy in Canada as well as on the global level through the Stockholm Convention on Persistent Organic Pollutants.  CELA participated and responded to the government of Canada’s proposals in categorizing the 23, 000 substances under the Domestic Substances List as part of its legal obligations under the Canadian Environmental Protection Act, Canada’s main environmental statute addressing toxic substances.  CELA’s interest in the implementation of the REACH policy and the process to establish a list of substances for authorization are seen as significant in the efforts to protect human health and environment from exposure to toxic substances.  Furthermore, Canadians see the results of REACH as important initiatives that are relevant and essential to the efforts being undertaken in Canada under its Chemicals Management Plan (CMP).  The results of REACH will inform priorities for action to be taken in Canada under CMP, confirm if there are other substances that should be focused for action and most importantly inform appropriate measures of phase out for PBT substances and non-threshold substances in following the precautionary principle.  Under section 75 (3) of the Canadian Environmental Protection Act, our government is obligated to review the “…a decision to specifically prohibit or substantially restrict any substance by or under the legislation of another jurisdiction for environmental or health reasons,…” 

CELA supports the initial list of substances (Anthracene; 4,4'- Diaminodiphenylmethane; Dibutyl phthalate; Cyclododecane; Cobalt dichloride; Diarsenic pentaoxide; Diarsenic trioxide; Sodium dichromate, dehydrate; 5-tert-butyl-2,4,6-trinitro-m-xylene (musk xylene); Bis (2-ethyl(hexyl)phthalate) (DEHP); Hexabromocyclododecane (HBCDD); Alkanes, C10-13, chloro (Short Chain Chlorinated Paraffins); Bis(tributyltin)oxide; Lead hydrogen arsenate; Triethyl arsenate; Benzyl butyl phthalate) for inclusion to the candidate list for authorization.   We are please to see the initial list of substances nominated for authorization.

We recognize that importance of this first list and milestone in the implementation of the REACH policy.  However, based on our experience with the Canadian categorization process, we strongly urge the EU to ensure that an explicit timeframe for adding new nominations to the candidate list and the release of full list of nominated substances for authorization be provided to ensure that the momentum established with the passing of the REACH policy does not decline over time.  In our experience with Canadian categorization process, the release of the complete list of substances meeting the criteria outlined under the Canadian Environmental Protection Act required a significant response by the Canadian government.   We trust that it would be similar for the EU context and the authorization list.  

In Canada, Alkanes, C10-13, chloro (Short Chain Chlorinated Paraffins) is considered persistent, bioaccumulative and inherently toxic to the environment.  This substance was was asssessed in Canada as toxic under the Canadian Environmental Protection Act. However, the results of the assessment are yet to be finalized in Canada.
	Thank you for this information.

	2008/08/19
	Van Vliet, L.
	Health & Environment Alliance (NGO)


	Page 28: We support to include short-chained chlorinated paraffins on the REACH Candidate lists on the basis of the PBT criteria mentioned in the Annex XV dossier on page 28: “The substance appears to meet the screening criteria for consideration as a candidate persistent organic pollutant (POP) under the Stockholm Convention on Persistent Organic Pollutants and under the 1998 Protocol to the UNCECE Convention on Long-range Transboundary Air Pollution on Persistent Organic Pollutants”. 
Supporting information
As mentioned above, short-chained chlorinated paraffins meet PBT criteria according to the Stockholm Convention. The European Union has concluded that the substance meets these criteria for a PBT and has nominated this chemical to be listed on the Stockholm Convention list.
The submitted / supporting documents are available on-line for downloading on the Stockholm Convention website – “Convention – POPs Review Committee – Risk profiles”: http://chm.pops.int/Convention/POPsReviewCommittee/Chemicalsunderreview/Riskprofiles/tabid/244/language/en-US/Default.aspx
• Proposal by EU -  http://chm.pops.int/Portals/0/Repository/poprc2/UNEP-POPS-POPRC.2-14.English.PDF
• Annex D: Screening - http://chm.pops.int/Portals/0/Repository/poprc2/UNEP-POPS-POPRC.2-POPRC-2-8.English.PDF
• Annex E: Draft Risk profile (revised at POPRC-3) - http://chm.pops.int/Portals/0/Repository/poprc3/UNEP-POPS-POPRC.3-16-Rev.1.English.PDF
Additional submissions on short-chained chlorinated paraffins by Parties and observers are available here: http://chm.pops.int/Convention/POPsReviewCommittee/Submissions20062007/tabid/343/language/en-US/Default.aspx
	Thank you for the information, we have added some further reference to the POP proposal.

	2008/08/26
	MSCA (Sweden)
	Kemi
	Sweden fully agrees with the nomination of SCCP as a SVHC based on it being a PBT-substance.

To aid in the later prioritisation process and the assessment of the suitability of authorisation for further regulation of SCCP, we would suggest adding some further information in relation to; 

•
the potential for wide-dispersive use of and exposure to SCCP, and 

•
some additional data in relation to the potential for secondary poisoning, which we think is a concern for SCCP. The SCCP-dossier discussed under the Stockholm POP-convention has recently been updated with similar information. Some of the toxicological finding cited below is in the EU RAR on SCCP thought to be irrelevant for humans, and is therefore not used in relation to secondary poisoning. However, as the knowledge about the biology of marine mammals is rather limited, we have to assume that the toxicity seen in rodents could be relevant for marine mammals, such as walruses, whales, and seals. This information supports the T-criteria and is in relation to monitoring data in arctic mammals an indication of wide-dispersive exposure to SCCP for which we are very concerned.

The type of information we think could be useful is further outlined below.
	We have included some additional information regarding the potential for widespread environmental exposure and the concern for secondary poisoning.

	2008/08/13
	Sarah Dunagan
	Silent Spring Institute, United States
	We support the nomination of this chemical to the Candidate List, and believe it is important, given its properties, for the EU to take strong precautionary measures. As a chemical with suggestive evidence of endocrine disruption it has been under study by Silent Spring Institute, which is dedicated to investigating the links between environmental pollution and breast cancer. Breast cancer is the most common invasive cancer in women worldwide (1) and the leading cause of death in US women in mid-life and beyond the sheer number of women affected the public health significance of the disease stems also from the pattern of risk for women in mid-life when they are raising children and contributing to work and communities. Screening and improved treatment have contributed to improved survival, however treatment is likely to remain arduous and debilitating for the foreseeable future, with potential adverse effects on cardiovascular health, secondary cancers, physical mobility, cognition, sexuality, and social factors. Financial costs of treatment are substantial, amounting to US$8.1 billion in the US in 2004 according to the National Cancer Institute. Because breast cancer is so common, has such substantial societal impacts, and the environmental chemical exposures hypothesized to affect risk are so widespread, the public health impact of reducing exposures would be profound even if the true relative risks are modest.

Reference: Parkin DM, Bray F, Ferlay J, Pisani P. Global cancer statistics, 2002. CA Cancer J Clin. 2005; 55: 74-108.
	-


Identity of the substance and physico-chemical properties

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	
	
	
	
	


Classification and labelling

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	MSCA (Germany)
	Federal Institute for Occupational Safety and Health


	P7 the conclusion on classification: The substance is classified according to the 25th ATP of Directive 67/548/EEC as: Xn (Harmful), Carc. Cat. 3; R40 (Limited evidence of a carcinogenic effect).
	Short-chain chlorinated paraffins are also classified as Dangerous to the Environment, N R50-53.


Environmental fate properties

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/13
	André Orban
	CEFIC, Chlorinated Paraffins Sector Group, Euro Chlor
	Section 4.1.2 Biodegradation - Simulation studies in freshwater and marine sediment (Pages 10-17):   The dossier cites the draft report of the study carried out by Thompson and Noble (2007).  For accuracy, the final report of this study (issued September 2007) should be cited, not the draft version, since a number of the values cited in the dossier (in particular Table 4) were revised slightly in the final report.  However, the half-lives remained unchanged.

Section 4.3.2: Measured bioaccumulation data (Pages 18-20):  The dossier cites a BCF of 7816 as the “headline” value for fish bioconcentration.  However, this was derived from a fish toxicity study (Madeley and Maddock, 1983a) at relatively high exposure concentrations, with the measurement of accumulated residues being made only once, at the end of the test (60 days).  As described in the dossier, the same authors subsequently carried out a full bioconcentration study (Madeley and Maddock, 1983b) with the same test substance and fish species, over a period of 273 days (168 days exposure and 105 days depuration) at much lower concentrations.  This second study was consistent with (although the study pre-dated) OECD Guideline 305, and therefore the maximum BCF obtained in this study of 5300 should be used as the definitive (most reliable) value for Short Chain Chlorinated Paraffins.

Section 4.3.2: Measured bioaccumulation data (Page 19): The description in the dossier of the bioconcentration study by Madeley and Maddock (1983b) mentions mortalities during the depuration phase of the study.  However, the dossier should point out that the same authors subsequently repeated the same exposure and depuration scenario and no significant mortalities were observed; see detailed comments on this topic in the section ‘Environmental Hazard Assessment’.


	The reference has been changed.  The values in Table 4 have been checked against the values in the final report and have been corrected as appropriate.
The BCF value of 7,816 was agreed in the risk assessment of short-chain chlorinated paraffins carried out under ESR (and was used for the risk characterisation and PBT assessment carried out in that report). It is not unusual for different values to be obtained in repeated studies.  It should also be noted that growth of the fish during the bioconcentration study may be an important issue (i.e. growth dilution may occur) and that such effects may be exacerbated in studies of longer duration. 

In addition, the Madeley and Maddock (1983a) study also included parent compound analysis and this lead to a similar BCF of 7,273 l/kg as found based on the 14C-measurements.

The evaluation already considers the results from both studies and we see no reason to use the value of 5,300 instead of 7,816 as the realistic worst case value.  

It should also be noted that both values are above 5,000 and so the substance would still meet the vB-criterion whichever value is used. Therefore we do not propose to change the BCF value selected.
We were not aware of the Madeley and Maddock, 1983c study, and this information was not made available to us for the risk assessment of short-chain chlorinated paraffins carried out under ESR. In terms of the assessment of the substance against the B-criterion, these data are not key but we propose to add the following paragraphs to the evaluation.

‘A subsequent study by Madeley and Maddock (1983c) found no adverse effects or deaths in groups of rainbow trout during a 99 day depuration phase following 168 days exposure to a 58% chlorinated short chain length (C10-12) paraffin at mean measured concentrations of 3.4 and 17.2 µg/l (this study was carried out as part of an investigation of the effects of short-chain chlorinated paraffin exposure on growth of trout). This indicates that the effects seen by Madeley and Maddock (1983b) during depuration were not repeatable.’


Human health hazard assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	MSCA (Germany)
	Federal Institute for Occupational Safety and Health


	P7 the conclusion on classification: The substance does not fulfil the toxicity criterion according to Annex XIII (1.3). 
P23 human health hazard assessment, section 5: No data available.
	Although the T criterion is not met for mammalian data, it is met for ecotoxicity data (NOEC 0.005 mg/l for Daphnia magna). 

	
	
	
	
	


Human health hazard assessment of physico-chemical properties

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	
	
	
	
	


Environmental hazard assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/13
	André Orban
	CEFIC, Chlorinated Paraffins Sector Group, Euro Chlor
	Section 7.1.1.1 Fish – Long-term toxicity (Page 24):  The dossier does not make reference to one of the key long-term fish studies (Madeley and Maddock, 1983c, appended here as an attachment).  This provides a long-term (168 days) NOEC for growth of rainbow trout of 17.2µg/l.  The study also provides information (Appendix 4 of the report) relevant to an earlier bioconcentration study on rainbow trout (Madeley and Maddock, 1983b) in which (as noted in the dossier) there were mortalities during the depuration phase.  In the growth study, rainbow trout were exposed for the same period (168 days) to the same nominal concentrations (3 and 15 µg/l) of the same test substance as employed in the bioconcentration study.  The mean measured concentration at the higher level in this second study was slightly greater than in the bioconcentration study (17.2 µg/l compared with 14.3 µg/l).  There was no inhibition of growth of the trout and no significant mortality during the exposure.  Because of the unexplained mortalities in the earlier bioconcentration study, fish from each treatment were transferred to clean water (depurated) for a further 99 days (compared with 69 days depuration in the bioconcentration study).  There was no mortality of the fish during this depuration period.  Thus, the mortalities during the depuration phase of the bioconcentration study were not reproduced and therefore it was concluded that these were most probably not related to the test substance exposure.

Madeley J R and Maddock B G (1983c). Effect of a chlorinated paraffin on the growth of rainbow trout. ICI Confidential Report BL/B/2309.

Section 7.1.1.3 Algae and aquatic plants (Page 26):  The dossier should mention a study on Selenastrum capricornutum (Thompson and Madeley, 1983d), which reported a 10-day NOEC of 0.39 mg/l.  The EC50 for cell density was estimated to be 1.3 mg/l but this was in excess of the highest concentration tested.

Thompson R S and Madeley J R (1983d). Toxicity of a chlorinated paraffin to the green alga Selenastrum capricornutum. ICI Confidential Report BL/B/2321.
	We were not aware of this study, and this information was not made available to us for the risk assessment of short-chain chlorinated paraffins carried out under ESR. In terms of the assessment of the substance against the T-criterion, these data are not key but we propose to add the following paragraph to the evaluation.

‘A further study by Madeley and Maddock (1983c) investigated the effects of long-term exposure to short-chain chlorinated paraffins on growth of rainbow trout. In the study groups of rainbow trout were exposed for 168 days to a 58% chlorinated short chain length (C10-12) paraffin at mean measured concentrations of 3.4 and 17.2 µg/l. Following the exposure period, the fish were observed for a further 99 days (depuration period) in order to investigate further the deaths that had been noted in the above study by Madeley and Maddock (1983b). During the 168 day exposure period, no significant mortalities, behavioural effects or adverse effects on fish growth were observed compared with the control (an enhancement in the growth in the 17.2 µg/l exposure group compared with the control group was apparent by the end of the study). Therefore the NOEC for growth from this study was determined to be 17.2µg/l. Similarly no mortalities or behavioural effects were evident during the depuration phase indicating that the effects seen by Madeley and Maddock (1983b) were not repeatable.’
We have added a reference to the algae studies listed in the EU, 2000 risk assessment report. Based on current guidelines, we do not think that it is relevant to consider this study as the duration of the test (10-days) is much longer than currently recommended for testing the toxicity of algae.  Therefore we think it could be questioned whether the algae were still in the exponential growth phase during this test.  As other (96-hour) algal results are available, and as Selenastrum carpriconutum does not appear to be a key species in relation to the T-criteria, we do not propose to include this result as it is of questionable validity when judged against the current test protocol for algae.

	2008/08/26
	MSCA (Sweden)
	Kemi
	4.4 Potential for secondary poisoning

Please, find below a draft text that outlines the type of information we would like to see added to the dossier. You are welcome to use the text proposal below as appropriate in your SVHC-dossier.

The EU SCCP Risk Assessment Report (EC 2000) describes several long-term studies in rats and mice. In a 13-weeks study where rats were dose by gavage, a dose-related increase in relative liver weight was observed as from the lowest dose of 313 mg/kg/day (NTP, 1986). In another 13 weeks study (Serrone et al, 1987), rats were given SCCP via the diet or via gavage (in separate studies) at doses of 10, 100, or 625 mg/kg/day. Dose-dependent increases in absolute and relative liver weights were observed as from doses of 100 mg/kg/day. As from this dose, also microscopic changes in liver, kidney and thyroid were observed, giving a NOAEL of 10 mg/kg/day.

The US NTP has also conducted two long-term studies (13 weeks and 2 years) on mice (NTP, 1986). In the 13 weeks study, a significantly increased relative liver weight was observed at doses of 250 mg/kg/day and higher. In the 2 years carcinogenicity study, employing doses of 125 and 250 mg/kg/day, clinical signs of intoxication (decreased activity, prominent backbones, abnormal breathing) were observed at both dose levels and survival was decreased in top dose females. Other effects included dose-related increases in hepatocellular carcinomas and adenomas, and in thyroid follicular cell carcinomas and adenomas.

In conclusion, effects on the liver, thyroid, and kidney have been shown to occur in mammalian species exposed to SCCP. The effects are manifested as organ weight increases and histological changes after exposure for weeks or months, but may turn into carcinomas and adenomas after chronic exposure. An overall NOAEL of 10 mg/kg/day can be derived from the 13 weeks studies. No NOAEL can be obtained from the chronic studies. At chronic exposure situations, such as occurring for the marine mammals, a NOAEL of 10 mg/kg/day may not be sufficiently protective.

One proper developmental toxicity study in rats (described in EC 2000) showed developmental effects at high dose levels, also causing severe maternal effects. SCCPs are known to transport via milk to offspring. There is no fertility studies conducted with SCCP, and there is thus a data gap when it comes to potential effects on pups, e.g., during lactation. However, the structural analogue MCCP (medium-chain length paraffin; C14-C17 52% chlorination) has been shown to exert a very specific inhibitory effect on the blood clotting system in rats, which is manifested at the sensitive life-stages at and after birth as severe haemorrhaging, leading to mortality both in pups and the dams (IRDC, 1985) (CXR Biosciences Ltd., 2006). Pup mortality was observed at 74 mg/kg/day, giving an overall NOAEL of 47 mg/kg/day for the pups. The NOAEL for the dams was 100 mg/kg/day. Given the very similar physio-chemical properties and toxicity profiles of SCCP and MCCP, read-across of data between these two substances is warranted (draft EU risk assessment report on MCCP, 2007). Thus, it is prudent to assume that also SCCP may exert toxicity during the reproductive cycle by affecting the blood clotting system, especially in newborn mammals.

To summarise the potential toxicological effects of SCCP on (e.g., marine) mammals, SCCP may affect the liver, the thyroid hormone system, and the kidneys, e.g., by causing hepatic enzyme induction and thyroid hyperactivity, which in the long-term can lead to carcinogenicity in these organs. In addition, based on read across from MCCP, SCCP may affect the survival of pups via effects on the hematopoetic system. Based on the available database, an overall NOAEL of 10 mg/kg/day is deduced. It is not clear whether this NOAEL also covers chronic exposure situations. 

In conclusion, SCCP is toxic to mammals, and there is a potential for secondary poisoning of, e.g., marine mammals.

New references

CXR Biosciences Ltd (2006) Stamp SL. C14-17 n-alkane, 52% chlorinated study of post-natal offspring mortality following dietary administration to CD rats. DAR0001/062390. Huntingdon Life Sciences Ltd., Huntingdon, UK. Unpublished report.

IRDC (1985). Chlorinated paraffin: Reproduction range-finding study in rats. IRDC Report No. 438/049. International Research and Development Corporation, Mattawan, Michigan, USA 49071.

Draft EU risk assessment report on MCCP, 2007

NTP (1986). National Toxicology Program, Technical Report Series, No. 308. Toxicology and carcinogenesis studies of chlorinated paraffins (C12, 60% chlorine) (CAS No. 63449-39-8) in F344/N rats and B6C3F1 mice (gavage studies).

Serrone D. M., Birtley R. D. N. et al., (1987). Summaries of toxicological data. Toxicology of chlorinated paraffins. Food Chem. Toxicol., 25, (7), 553-562.
	We have added the additional information  proposed regarding the potential for secondary poisoning of wildlife.




PBT/vPvB or equivalent level of concern assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	MSCA (Belgium)
	
	The dossier clearly demonstrates that the three criteria for PBT in annex XIII are fulfilled. BE agrees in considering this substance as a PBT in REACH.
	-


Information on use, exposure, alternative and risks on Annex XV SVHC
 
Substance name: Alkanes, C10-13, chloro (Short Chain Chlorinated Paraffins) 
CAS number 294-62-2
EC number: 287-476-5
Reason of the submission of the Annex XV dossier: It is proposed to identify the substance as a PBT in accordance with Article 57 (d).

Information on manufacture and uses

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/04
	Helmut Vogler
	Company: Siemens AG, Germany
	There exist already in Directive 76/769/EEC restrictions for certain uses (more stringent obligations apply in the Netherlands). Further uses (flame retardant) are studied with OSPAR. Therefore it seems superfluous to include this substance in the candidate list.
	The marketing and use restrictions covered by Directive 2002/45/EEC refer only to use in metalworking fluids and leather fat liquors. There are no restrictions on the other uses of short-chain chlorinated paraffins which could lead to widespread exposure of the environment. The concern with PBT substances is that their accumulation in the environment will be difficult to reverse as cessation of emission will not necessarily result in reduction of chemical concentration. Therefore, we do think that this substance is a candidate for authorisation. 

	2008/08/19
	MSCA (Germany)
	Federal Institute for Occupational Safety and Health


	P1ff information on use, exposure, alternatives and risks, information on exposure: Requirements are fulfilled. The presented data includes information on use and manufactured volumes.


	-

	2008/08/26
	MSCA (Sweden)
	Kemi
	Potential for wide-dispersive use of and exposure to SCCP
On the basis of the presently given information on use and exposure, it is difficult to see how wide-dispersive the use of SCCP is. As this is one of the criteria for later prioritisation, we propose that some further information on uses is added. Some information that would be helpful in this respect is already collected by the rapporteur in the work under the ESR-process.
Thus, it would be useful to further specify in what sectors of the society the substance is used, e.g., is SCCP-containing paint only used in industrial sites or also in private buildings, and if that paint is available to consumers. It would also be useful to know more about whether the use of SCCP in rubber could lead to wide-spread exposure? Other examples of useful information concern the consumer –availability to sealants and textiles containing SCCP.
We also suggest mentioning the presence of SCCP in marine mammals and birds in remote areas, e.g., in arctic whales and walruses, which is another indication of wide-dispersive exposure to SCCP and which relates to the potential for secondary poisoning (see comment on hazard assessment).
	Based on information in the ESR risk assessment, we have added some additional information regarding the potential for widespread exposure of the environment. We have added some additional sentences regarding the presence in biota in remote areas. 


Exposure information

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	
	National committee for chemical safety (National authority Czech republic)
	I can send you data from analysis of levels of SCCP in house dust in the Czech Republic (in offices, flats and preschools).
	We would be grateful if you could send this data to ukesrenv@environment-agency.gov.uk Thank you.

	2008/08/19
	MSCA (Germany)
	Federal Institute for Occupational Safety and Health


	P 1ff information on use, exposure, alternatives and risks, information on exposure: Requirements are fulfilled. Data as described in EU RAR (2000 and 2007) is presented.
	-

	2008/08/19
	MSCA (NL)
	RIVM
	3.2 Information on Exposure

p. 1 The numbering of the pages starts with 1 again, it would make more sense to continue from the previous section – then this would be page 29.
	This information has been moved.



	2008/08/19
	MSCA (NL)
	RIVM
	The use pattern is given here, under the heading of exposure. It would make sense to include this information in section 2 of the Justification.
	This information has been moved.



	2008/08/19
	MSCA (NL)
	RIVM
	p. 2, Table 1: The estimate of total continental emissions of SCCP is ~ 83-197 tonnes/year. It is however not clear to what total use patterns these release estimates should be related. If they are compared to the total EU use pattern in 1994 releases would constitute 0.6% to 1.5%. However, use restrictions have banned the largest consumer of the substance (metal working lubricant) from 2003 on. If the emissions are related to the 1994 use pattern minus metal working lubricants and leather, the emissions would be 2.4% to 5.7%. A note on what happens with the rest of the substance would be in place. The information currently raises a lot of questions, for example the ones above.
	The release estimates are actually based on the amounts of short-chain chlorinated paraffins used in the EU in 2001, but these figures are confidential so we present data from 1994 as an illustration. The estimates do not consider metal working or leather fat liquoring. As described in Section 3.1.0.3.2 of the EU, 2007 risk assessment report the regional emission to water is dominated by the contribution from the leaching loss over the lifetime of products and from the contribution from “waste remaining in the environment”. It was not possible to estimate the emissions from these sources in the original report (EU, 2007) and so they were not included in the original total.

	2008/08/19
	MSCA (NL)
	RIVM
	2.3
Environmental fate properties:

p. 8 par. 1 line 4 … manomeric…. Should read manometric

p. 8 par. 2 line 4 ... amount of CO2 that would be evolved, …. Should read ….. would evolve, ….

p. 9 table 3, The table now looks like the C10-13 with 60 and 70% Cl do not have data available, in the text it is indicated that no BOD was measured for these. If this is the case (actual measurement of 0 g O2/g chlorinated paraffin) than a 0 would be a better entry than a /. Otherwise (i.e. no measurements) the table entries should be eliminated.
	We have made these corrections

We have added a note indicating that means insignificant BOD. Zero means no BOD, which we cannot confirm.


Information on risks related to the substance

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	MSCA (Germany)
	Federal Institute for Occupational Safety and Health


	p.9: [EU 2000] is cited as source of the PNECsoil value of 1.76 mg/kg. This seems to be a mistake in citation as this value is mentioned first in [EU 2007]. Therefore, we suppose that [EU 2007] should be quoted instead of [EU 2000].
	This is correct, EU, 2007 should be cited instead of EU, 2000. This section has now been deleted.

	2008/08/19
	MSCA (NL)
	RIVM
	see above, point 3.2
	This section is no longer included.


Information on alternative substances and techniques

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	MSCA (Germany)
	Federal Institute for Occupational Safety and Health


	p.9: MCCPs are proposed as a possible alternative substance. However, MCCPs are suspected to be PBTs, too. The Risk Reduction Strategy Draft for MCCPs names some alternatives that could also be used to substitute SCCPs. 
	There are some differences between the use patterns of MCCPs and SCCPs so substitutes for MCCPs are not necessarily possible substitutes for SCCPs. We do not have information from industry regarding the feasibility of using those alternative substances named in the MCCPs risk reduction strategy to replace SCCPs. (This section is no longer included).

	2008/08/19
	MSCA (NL)
	RIVM
	The alternative mentioned (medium-chain chlorinated paraffins) could very well be a vPvB or a PBT substance itself. This could additionally be mentioned (classification R50-53 is not directly indicative of PBT or vPvB properties).
	This section is no longer included.




Information on risks related to alternatives

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	MSCA (Germany)
	Federal Institute for Occupational Safety and Health


	P9 information on use, exposure, alternatives and risks, information on alternatives: Information gap: No data available.
	See our response above.


� The information (comments and responses) on use, exposure, alternatives and risks were not considered by the Member State Committee for the identification of substances of very high concern, but will be taken into account in the later stages of the authorisation process.  For clarity, this information is now indicated with shaded background.
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